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has been tested, using test tools and
test procedures approved by the Na-
tional Coordinator, by a/an:

(1) NVLAP-accredited testing labora-
tory; or

(2) ONC-ATCB when:

(i) Certifying previously certified
EHR Module(s) if the certification cri-
terion or criteria to which the EHR
Module(s) was previously certified have
not been revised and no new certifi-
cation criteria are applicable to the
EHR Module(s); or

(ii) Performing gap certification.

(i) Submit an annual surveillance
plan to the National Coordinator and
annually report to the National Coordi-
nator its surveillance results; and

(j) Promptly refund any and all fees
received for:

(1) Requests for certification that are
withdrawn while its operations are sus-
pended by the National Coordinator;

(2) Certifications that will not be
completed as a result of its conduct;
and

(3) Previous certifications that it per-
formed if its conduct necessitates the
recertification of Complete EHRs and/
or EHR Module(s);

(k) Ensure adherence to the following
requirements when issuing a certifi-
cation to a Complete EHR and/or EHR
Module(s):

(1) A Complete EHR or EHR Module
developer must conspicuously include
the following on its Web site and in all
marketing materials, communications
statements, and other assertions re-
lated to the Complete EHR or EHR
Module’s certification:

(i) “This [Complete EHR or EHR
Module] is [specify Edition of EHR cer-
tification criteria] compliant and has
been certified by an ONC-ACB in ac-
cordance with the applicable certifi-
cation criteria adopted by the Sec-
retary of Health and Human Services.
This certification does not represent an
endorsement by the U.S. Department
of Health and Human Services’’;

(ii) The information an ONC-ACB is
required to report to the National Co-
ordinator under paragraph (f) of this
section for the specific Complete EHR
or EHR Module at issue; and

(iii) Any additional types of costs
that an EP, EH, or CAH would pay to
implement the Complete EHR’s or EHR
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Module’s capabilities in order to at-
tempt to meet meaningful use objec-
tives and measures. EHR technology
self-developers are excluded from this
requirement.

(2) A certification issued to a pre-co-
ordinated, integrated bundle of EHR
Modules shall be treated the same as a
certification issued to a Complete EHR
for the purposes of paragraph (k)(1) of
this section, except that the certifi-
cation must also indicate each EHR
Module that is included in the bundle;
and

(3) A certification issued to a Com-
plete EHR or EHR Module based solely
on the applicable certification criteria
adopted by the Secretary at subpart C
of this part must be separate and dis-
tinct from any other certification(s)
based on other criteria or require-
ments.

[76 FR 1325, Dec. 7, 2011, as amended at 76 FR
72642, Nov. 25, 2011; 77 FR 54291, Sept. 4, 2012]

§170.525 Application submission.

(a) An applicant for ONC-ACB status
must submit its application either
electronically via e-mail (or web sub-
mission if available), or by regular or
express mail.

(b) An application for ONC-ACB sta-
tus may be submitted to the National
Coordinator at any time.

§170.530 Review of application.

(a) Method of review and review time-
frame.

(1) Applications will be reviewed in
the order they are received.

(2) The National Coordinator is per-
mitted up to 30 days from receipt to re-
view an application that is submitted
for the first time.

(b) Application deficiencies.

(1) If the National Coordinator iden-
tifies an area in an application that re-
quires the applicant to clarify a state-
ment or correct an error or omission,
the National Coordinator may contact
the applicant to make such clarifica-
tion or correction without issuing a de-
ficiency notice. If the National Coordi-
nator has not received the requested
information after five days, the Na-
tional Coordinator may issue a defi-
ciency notice to the applicant.
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(2) If the National Coordinator deter-
mines that deficiencies in the applica-
tion exist, the National Coordinator
will issue a deficiency notice to the ap-
plicant and return the application. The
deficiency mnotice will identify the
areas of the application that require
additional information or correction.

(c) Revised application.

(1) An applicant is permitted to sub-
mit a revised application in response to
a deficiency notice. An applicant may
request from the National Coordinator
an extension for good cause of the 15-
day period provided in paragraph (c)(2)
of this section to submit a revised ap-
plication.

(2) In order for an applicant to con-
tinue to be considered for ONC-ACB
status, the applicant’s revised applica-
tion must address the specified defi-
ciencies and be received by the Na-
tional Coordinator within 15 days of
the applicant’s receipt of the defi-
ciency notice, unless the National Co-
ordinator grants an applicant’s request
for an extension of the 15-day period
based on a finding of good cause. If a
good cause extension is granted, then
the revised application must be re-
ceived by the end of the extension pe-
riod.

(3) The National Coordinator is per-
mitted up to 15 days to review a revised
application once it has been received
and may request clarification of state-
ments and the correction of errors or
omissions in a revised application dur-
ing this time period.

(4) If the National Coordinator deter-
mines that a revised application still
contains deficiencies, the applicant
will be issued a denial notice indi-
cating that the applicant cannot re-
apply for ONC-ACB status for a period
of six months from the date of the de-
nial notice. An applicant may request
reconsideration of this decision in ac-
cordance with §170.535.

(d) Satisfactory application.

(1) An application will be deemed sat-
isfactory if it meets all the application
requirements, as determined by the Na-
tional Coordinator.

(2) The National Coordinator will no-
tify the applicant’s authorized rep-
resentative of its satisfactory applica-
tion and its successful achievement of
ONC-ACB status.
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(3) Once notified by the National Co-
ordinator of its successful achievement
of ONC-ACB status, the applicant may
represent itself as an ONC-ACB and
begin certifying health information
technology consistent with its author-
ization.

§170.535 ONC-ACB application recon-
sideration.

(a) An applicant may request that
the National Coordinator reconsider a
denial notice only if the applicant can
demonstrate that clear, factual errors
were made in the review of its applica-
tion and that the errors’ correction
could lead to the applicant obtaining
ONC-ACB status.

(b) Submission requirement. An appli-
cant is required to submit, within 15
days of receipt of a denial notice, a
written statement to the National Co-
ordinator contesting the decision to
deny its application and explaining
with sufficient documentation what
factual error(s) it believes can account
for the denial. If the National Coordi-
nator does not receive the applicant’s
reconsideration request within the
specified timeframe, its reconsider-
ation request may be rejected.

(c) Reconsideration request review. If
the National Coordinator receives a
timely reconsideration request, the Na-
tional Coordinator is permitted up to
15 days from the date of receipt to re-
view the information submitted by the
applicant and issue a decision.

(d) Decision.

(1) If the National Coordinator deter-
mines that clear, factual errors were
made during the review of the applica-
tion and that correction of the errors
would remove all identified defi-
ciencies, the applicant’s authorized
representative will be notified of the
National Coordinator’s determination
and the applicant’s successful achieve-
ment of ONC-ACB status.

(2) If, after reviewing an applicant’s
reconsideration request, the National
Coordinator determines that the appli-
cant did not identify factual errors or
that the correction of the factual er-
rors would not remove all identified de-
ficiencies in the application, the Na-
tional Coordinator may reject the ap-
plicant’s reconsideration request.

1120



		Superintendent of Documents
	2013-11-27T07:23:48-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




